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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 8 is rejected under 35 U.S.C. 112, second paragraph-, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The claim is not clear what type of destructive fluids to neutralize the sample are 
intended. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 
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Claims 1-2,4-7,9-11 and 13-14 are rejected under 35 U.S.C. 102(b) as being 
clearly anticipated by Shain et al. (USP 6,027,349) or Douglas et al. (USP 5,951,492). 

Both of these references teach a sampling instrument having a first and second 
housing, reagents suitable for glucose testing and an optical sensor that displays the 
blood glucose level. Both of these devices teach means to pump the fluid. With respect 
to the limitations directed to being disposable and reusable, the maintains both cited 
references have this capability. 

Claims 1-2,4-7 and 9-14 are rejected under 35 U.S.C. 102(e) as being clearly 
anticipated by Moerman et al. (USP 6,706,159) or Stiene et al. (2004/0096959). 

Moerman et al. teach a sampling instrument having a first and second housing, 
reagents suitable for glucose testing and an optical sensor that displays the blood 
glucose level. Figure 2 teaches the retractable needle. Figure (8G) teaches 
pump(806). Column 9 lines 35-56 teach the wireless transmission. With respect to the 
limitations directed to being disposable and reusable, the maintains both cited 
references have this capability. 

Stiene et al. teach a glucose sensor comprising a microneedle^), electro- 
osmotic pump(10), microchannel(8) and electrochemical detector(1 1). Paragraph 
[0107] teaches a waste reservoir in figure 17(b). Paragraph [081] teaches the device is 
"disposable". Paragraph [044] teaches the pumping can be either mechanical or 
electro-osmotic. Paragraph [033] teaches the sensing means. Paragraph [01 18] 
teaches wireless technology. 

Claim Rejections - 35 USC § 103 



Application/Control Number: 10/659,291 Page 4 

Art Unit: 1743 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Shain et 
al. (USP 6,027,349), Douglas et al. (USP 5,951,492), Moerman et al. (USP 6,706,159) 
or Stiene et al. (2004/0096959). 

See Shain et al. (USP 6,027,349), Douglas et al. (USP 5,951 ,492), Moerman et 
al. (USP 6,706,159) and Stiene et al. (2004/0096959) supra. 

The cited prior art is silent to the claimed "destructive fluids for neutralizing 
substances". 

It is well known in the art that blood is a biohazard and contact with blood should 
be avoided. It is also well known in the art that biohazard materials can be neutralized 
of most pathogens by inexpensive disinfectants. It is desirable to neutralize pathogens 
in blood sample to minimize the chance of infection by the technician or person(s) 
responsible for the disposal of blood samples. It would have been within the skill of the 
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art to modify Shain et al. (USP 6,027,349), Douglas et al. (USP 5,951 ,492), Moerman et 
al. (USP 6,706,159) or Stiene et al. (2004/0096959) and incorporate a disinfectant to 
neutralize the previously analyzed blood sample to gain the above advantages. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Shain et 
al. (USP 6,027,349), Douglas et al. (USP 5,951,492), Moerman et al. (USP 6,706,159) 
or Stiene et al. (2004/0096959) in view of Eason et al (USP 5,186,897). 

See Shain et al. (USP 6,027,349), Douglas et al. (USP 5,951,492), Moerman et 
al. (USP 6,706,1 59) and Stiene et al. (2004/0096959) supra. 

These references are silent to use of an optical waveguide. 

Eason et al. teach in columns 2-3 lines 15-7 respectively teach optical 
waveguides are advantageous because they eliminate the need to separate and wash 
the sample. 

It would have been within the skill of the art to modify Shain et al. (USP 
6,027,349), Douglas et al. (USP 5,951,492), Moerman et al. (USP 6,706,159) or Stiene 
et al. (2004/0096959) in view of Eason et al. and use an optical waveguide to gain the 
above advantages. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lyle A. Alexander whose telephone number is 571-272- 
1254. The examiner can normally be reached on Monday, Wednesday and Friday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Lyle A Alexander 
Primary Examiner 
Art Unit 1743 




